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Public Information Regulations

AGENCY: Food and Drug Administration, HHS.

ACTION: Direct final rule.

SUMMARY: The Food and Drug Administration (FDA) is atnending 1ts pnblio
information regulations to implement more comprehensively the exemptions
contained in the Freedom of Information Act (FOIA). This actlonmcorporates .
exemptions one, two, and three of FOIA into FD(/A’SVpubtic inforrn'ation
regulations. Exemption one applies to information that is classified in the =~
interest of national defense or foreign policy. Exemption two applies to records
that are related solely to an agency’s internal personnel rules and praotieesi o
Exemption three incorporates the various nondisclosure provisions thet are
contained in other Federal statutes Elsewhere in thls 1ssue of the Federal
Register, FDA is publishing a companlon proposed rule under the agency s
usual procedure for notice-and-comment rulemaking, to prov1de a procedural
framework to finalize the rule in the event the agency receives anysxgnlﬁoant J
adverse comments and withdraws this direct final rule.

DATES: The rule is effective [insert date 135 days after date of piibj]fcdtjonffn
the Federal Register]. Submit written or electronic comments by [jnsert date:: o
75 days after date of publication in the Federal Register]. IT‘FDK"i‘e({:”éi‘\?éts‘&n‘ow“;‘S '
significant adverse comments by the specified comment period, the agency wﬂl
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‘publish a document in the Federal Register confirming the effective date of S
this direct final rule. If the agency receives any significaﬁt adverse bb}nﬂlents
during the specified comment period, FDA intends to w1thdrawthls dlrect R
final rule before its effective date by pubhcatlonof adocumentmtheﬁeﬁeﬁal S
Register. | |
ADDRESSES: You may submit comments, identified by [ﬁockef[ N02004N——
0214], by any of the following methods: /
Federal eRulemaking Portal: http://www.regulations.gov. Follow the N
instructions for submitting comments. K ' o
Agency Web site: http://www.fda. gov/dockets/ecomments Fbllow the R o
instructions for submitting comments on the agency Web 51te / | -
E-mail: fdadockets@oc.fda.gov. Include [Docket No. 2004N——()2 14] in the T
subject line of your e-mail message. N =
FAX: 301-827-6870. S
Mail/Hand delivery/Courier [For paper, di’sk, or CD-ROMsubmlssmns] e
Division of Dockets Management, 5630 Fishers Lane, rm. 1061, Rockv1lle, MD
20852. o o | |
Instructions: All submissions received must include the agenc:y name and R
Docket No. 2004N~-0214 for this rulemakmg All comments recelved w111 be ”
any personal information provided. For detailed instructions on submitting
comments and additional information on the rulemakmg process see the
“Comments” heading of the SUPPLEMENTARY INFORMATION section of thlS
document. B
Docket: For access to the docket to read background documents oo

comments received, go to http://www. fda gov/dockets/ecomments and/ or the .
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Division of Dockets Management, 5630 Fishers Lane, rm. 1061, Rockvﬂle MDD

P e o

FOR FURTHER INFORMATION CONTACT: Betty B. Dorsey, ETViSion“of'FféédbEﬁ'bf o
Information (HFI-35), Food and Drug Administration, 5600 F 1shers Lane

Rockville, MD 20857, 301—827—6567
SUPPLEMENTARY INFORMATION:

I. Background

FDA is amending its public information regulations to 'inherperate / : |
exemptions one, two, and three of the FOIA (5 U.S.C. 552). FOIA prov1des o
that all Federal agency records shall be made available to the puhhc upon | R
request, except to the extent those records are protected from pubhc dlSCIosure
by one of nine exemptions (5 U.S.C. 552(b)) or one of three Spec1al law o

enforcement record exclusions (5 U.S.C. 552(0)) FDA orlgmally 1ssued 1ts N o

‘pubhc information regulations implementing FOIA in 1974. As noted at the o
time, FDA’s 1974 regulations exphmﬂy addressed four of the nme FOIA

exemptions that were then perceived to be of particular 1mportance to the | o

agency, those relating to trade secrets, internal memoranda personaI pr1\r\ae};,%b‘iﬁv
and investigatory files (39 FR 44602, December 24, 1974). FDA now fmds 1t
necessary to address exemption one (5 U. S C. 552(b)(1)), given the Pre81dent s
designation of the Secretary of Health and Human Services to cla531fy
information under Executive Order 12958 (66 FR 64347, December 12, 2001) o

Because exemption two (5 U.S.C. 552(b)(2)) applies to, amonghthertypesof crre s
records, internal matters whose disclosure would rlskmrcumventlonofalegal o N L
requirement, this exemption is of fundamental importance to hdrﬁelﬁandA”\ﬂ”‘“'“wu o

security in light of recent terrorism events and helghtened secunty awareness

In addition, FDA now finds that exemption three (5 U.S.C. 552(b)(3)) whlch -
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incorporates the various nondisclosure provisions that are contamed iii”}ot\he;‘ |
Federal statutes, is becoming increasingly important to the agency As such
FDA is amending, by direct final rule, subpart D of its pubhc 1nformatlon
regulations in 21 CFR part 20 to incorporate these three exemptlons.
I1. Direct Final Rulemaking | | E

FDA has determined that the subject of this ru]emakmg is sultable for a o
direct final rule. This direct final rule amends the agency s pubhc mformatlon
regulations by incorporation of exemptmns one, two, and three of F OIA Wthh
have become increasingly relevant.to FDA and its records. Becaus&e these o

exemptions are already contained in FOIA, this action shouldbe

noncontroversial, and the agency does not anticipate receiving any significant

adverse comments on this rule.

If FDA does not receive significant adverse comments durmg the spemﬁed

comment period, the agency will publish a document in the Federaleeglster G

confirming the effective date of this direct flnal rule (see DATES) A elgmflcant “ ‘

adverse comment is one that explams why the ru]e Would be lnapproprlate
including challenges to the rule’s underlying premlse or approach or why 1t
would be ineffective or unacceptable without a change. A comment

recommending a rule change in addition to thlS rule will not be con51dered

a significant adverse comment unless the comment states why this rule wouild T

be ineffective without the additional change. If timely significant adverse = R

comments are received, the agency will publish a document of 31gn1f1cant

adverse comment in the Federal Register Wlthdrawmg thlS dlrect fmal rule. oo

Elsewhere in this issue of the Federal Reglster FDA 1s pubhshmg a
companlon proposed rule, identical to the direct fma] rule that prov1des a

procedural framework within which the proposed rule may be f1nahzed in the
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event the direct final rule is withdrawn because of 51gn1f1cant adverse S
comment. The comment period for the dlrect final rule runs Conourrently w1th
that of the companion proposed rule. Any comments recelved under the
companion proposed rule will be treated as comments regardlng the dlreet "
final rule. Likewise, significant adverse comments subnntted to the direot fi’nal
rule will be considered as comments to the Compamon proposed rule and the o N :
agency will consider such comments in deve]oplng a fmal rule. FIf)A w1ll not” -
provide additional opportunity for comment on the companion proposed rule

If a significant adverse comment applies to an amendment, paragraph or
section of this direct final rule and that provision may be severed from the ‘
remainder of the rule, FDA may adopt as final those prov1510ns‘of the rule
that are not the subject of a significant adverse Comment A full descnptlon -
of FDA’s policy on the direct final rule procedures may be found in a guldance "
document published in the Federal Register of November 21 1997 (62 FR

62466).
ITI. Environmental Impact

The agency has determined under 21 CFR 25. 30(h) and (1) that thls ;al thIl o o

is of a type that does not individually or cumulatively have a mgmﬁcant “effeet

(RIS v

on the human environment. Therefore, neither an env1ronmental assessment
nor an environmental impact statement is required.
IV. Federalism S

FDA has analyzed this direct final rule in accordance with the prlnelples
set forth in Executive Order 13132. FDA has determined that the rule does S
not contain policies that have substantial direct effeetysmonmtgg,§§tg‘te&s(? on'the
relationship between the National Government and the States, oron}he ﬁ’ \7 )
distribution of power and responsibilities among the v‘ar'ious levels of R

government. Accordingly, the agency has concluded that the rule doesnot; )
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contain policies that have federahsm 1mphcat10ns as defmed in the Executlve .
order and, consequently, a federahsm summary 1mpaot statemen‘t'l‘s not
required. o
V. Analysis of Impacts

FDA has examined the impacts of the ditect fioal mie under Executlve 1
Order 12866 and the Regulatory Flexibility Act (5 U S. C 601—-612) and the %l

Unfunded Mandates Reform Act of 1995 (Public’ LaW 104 _4). Exec

12866 directs agencies to assess all costs and benefits of avaﬂable reguTatory R

alternatives and, when regulation is necessary, to seleet regulatory approaches
that maximize net benefits (including potential economic, envxronmenta] )

public health and safety, and other advantages; distributive lmpaota; and

equity). The agency believes that this direct final rule is E”éh‘é‘i‘ﬁ”é )

' v

regulatory philosophy and PTmClPIeS 1dent1fled 1n the Executlve /order In o
addition, the final rule is not a sngmfmant regu]atory action as defmed by the " o

Executive order and so is not sub]ect to review under the Exeoutlve order .

options that would minimize any mgmﬁcant 1mpact of arule on smaﬂ' N w .

Because this direct final rule simply 1ncorporates three existing FOI A
exemptions, the agency certifies that it will not have a31gmf1cant economlc ;
impact on a substantial number of small: entiit’ies_f Thel‘efore,under the

Regulatory Flexibility Act, no further ahalysisfis reqﬁiféd

nt withthe

Section 202 of the Unfunded Mandates Reform Aot of - 1995 requlres that R

agencies assess anticipated costs and benefits before i 1ssumg any rule that may
result in expenditure in any one year by State, local, or tr1bal governments, o

in the aggregate, or by the private sector, of $100 mllhon ad)usted ann‘ually
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for inflation. As noted previously, we find that this final rule Wou]dnot have

an effect of this magnitude on the economy.

VI. Paperwork Reduction Act of 1995

The direct final rule contains no collections of information, Therefore,

-

clearance by the Office of Management and Budget unider the Paperwork
Reduction Act of 1995 is not required.

VII. Comments

Interested persons may submit to the Division of Dockets Management (see

ADDRESSES) written or electronic comments regarding t{hisﬁido"(‘;iifrulgnt. Siillbmit’

a single copy of electronic comments or two paper copies of anywrltten :

PR Y
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comments, except that individuals may submit one paper copy. Comments are o

to be identified with the docket number ifoﬁn&d in brackets in theheadmg of

this document and may be accompanied by a supporting memorandum or

brief. Received comments may be seen in the Division of Dockets Management

between 9 a.m. and 4 p.m., Monday through Friday.
List of Subjects in 21 CFR Part 20

Confidential business information, Courts, Freedom of mfonnahon,
Government employees. ’
m Therefore, under the Federal Food, Drug, and Cosmetic Act and un der L
authority delegated to the Commissioner of Food and Drugs, 21 CFR partzo -

is amended as follows:

PART 20—PUBLIC INFORMATION

® 1. The authority citation for part 20 continues to read as follows:
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Authority: 5 U.S.C. 552; 18 U.S.C. 1905; 19USC 2531 2582 ZlUSC 321~—
393, 1401-1403; 42 U.S.C. 241, 242, 242a, 2421, 242n, 243 262 263 263b—263n 264 o
265, 300u~300u—5, 300aa—1. I
m 2. Section 20.65 is added to read as follows:
§20.65 National defense and foreign policy. | 7 }

(a) Records or information may be withheld from ,puB:]igi dlsclosurelfthey L
. ‘ S B0 e e

(1) Spec1f1cally authorized under crlte‘rla estabhshed by an Executlve order - S

to be kept secret in the 1nterest of natlonal defense or forelgn pohcy, and

(2) In fact properly classified under such Executive order.

(b) [Reserved]
m 3. Section 20.66 is added to read as ffollgwws:
§20.66 Internal personnel rules and practices.
Records or information may be withheld from pubhc dlsclosure 1f they
are related solely to the internal personnel rules and practlces of the Food and
Drug Admlmstratlon (FDA). Under thls exemptlon FDA may w1thhold records
or information about routine internal agency practices and procedu;es. «Uhngie‘r “
this exemption, the agency may also withhold internal records Wh‘bé\/etrel;é‘é@ev ;
would help some persons circumvént the law. | o

® 4. Section 20.67 is added to read as follows:

§20.67  Records exempted by other statutes.

Records or information may be withheld from public diSCIosﬁré if a Statuté '
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only if it absolutely prohibits disclosure, sets forth Cnterla to gmde our

FERE

decision on releasing materlal or identifies particular types of matters to be

withheld.

Dated: (gz/é;,y{/é;s/ I T I S i’ttﬁV‘k

Augudt 24, 2004.

2

Jeffrey Shuren, S R R
Assistant Commlssioner for Pol1cy > ’ R D
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